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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments filed 1 1 July 2007 have been fully considered but they are 
not persuasive. 

2. Applicant argues that Miesel (US Patent 61 06477) does not disclose a sensor 
configured to be implanted against and between a first tissue and a second different 
tissue. The Examiner disagrees; the phrase "configured to be placed between two 
tissues" is an intended use limitation and a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the 
prior art structure is capable of performing the intended use, then it meets the claim. 
Miesel may be implanted such that one side contacts a first tissue (a blood vessel) and 
another side surrounds a different tissue (the tissue surrounding the blood vessel in the 
patient's body). 

Applicant also argues that Miesel's second sensor is not in contact with the blood 
vessel - this is true, since the second sensor is used to measure a property of the 
second tissue, and therefore has no need to contact the first tissue, the blood vessel. 
Applicant argues that, since Miesel's second sensor measures ambient pressure, it is 
not measuring a tissue property. Since it is measuring a property of the tissue 
surrounding the blood vessel, such tissue would be the ambient environment, and an 
ambient pressure would be a property of the surrounding, second, tissue. 
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Applicant again argues that Miesel cannot be between two different tissues. 
Examiner still disagrees - in addition to the reasoning presented above, please see the 
following figure: 



Applicant appears to be have misunderstood Examiner's phrasing; in the 
rejection of claim 1 , the statement "a first sensor for sensing a physiological tissue 
property proximate to the first surface; a second sensor for sensing the same 



sensors are sensing the same physiological property of a tissue. The location of the 
sensors as being configured to sense two different tissues is already set forth earlier in 
the rejection, and this statement merely clarifies that both sensors are sensing the same 
type of property of tissue. 

It is not clear why Applicant argues that the cited passage "does not even 
suggest sensing of the same tissue by the second sensor from the second surface", 
since Examiner has not attempted to cite such a step, nor has applicant claimed such a 
limitation. 




Sensor apparatus, located 
BETWEEN Tissue #1 and 
Tissue #2 



Tissue #1 - 
blood vessel 



physiological tissue property proximate to the second surface" is stating that the 
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Applicant further alleges that Miesel does not measure the difference between a 
same property measured from a first tissue and a second tissue by two different 
sensors. Miesel uses two separate sensors to take two pressure measurements of two 
tissues, and determines the pressure differential between the two measurements. 
Applicant also has chosen to use the example of oxygenation to illustrate the necessity 
for differential measurements. Examiner must point out that measuring oxygenation is 
found in a dependent claim, and therefore does not factor into the suitability of Miesel 
for rejecting claim 1 . 

Claim Rejections - 35 USC § 102 

3. Claims 1, 15, 18, 21, 23, 27 and 76 are rejected under 35 U.S. C. 102(b) as being 
anticipated by Miesel. 

Regarding Claim 1 , Miesel discloses a system comprising an implantable 
housing (element 10) including a first surface (element 15) and a second surface 
(element 1 1 ) both on the outside of the housing (column 5, lines 43-45); a first sensor 
for sensing a physiological tissue property proximate to the first surface (column 5, lines 
54-55); a second sensor for sensing the same physiological tissue property proximate to 
the second surface (column 5, lines 3-7); and a processing system in communication 
with both sensors for computing a difference between the results of the physiological 
tissue property measurements (column 5, lines 5-7; column 7, lines 28-35 and 39-40), 
where the sensing surfaces may be on substantially opposite sides of the device (Figure 
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1 ), The system may be implanted such that the first sensor rests against a first tissue 
and the second sensor rests against a second tissue. 

Regarding Claim 15, the device of Miesel may be used to deliver energy to the 
tissue proximate to the sensing surfaces, since oxygenation sensing (column 5, lines 
19-21) comprises transmission of light. 

Regarding Claim 18, Miesel further discloses that the implantable device 
comprises a power source, electronics, and communications circuits (element 57; 
Figure 12). 

Regarding Claim 21 , Miesel further discloses that the device may include an 
antenna for transmitting signals (column 1 1 , lines 55-57). 

Regarding Claim 23, Miesel further discloses that the physiological tissue 
property being sensed may be temperature (column 5, lines 13-14); and that the system 
may be configured to calculate the difference between the first and second sensors 
(column 10, lines 31-40). 

Regarding Claim 27, Miesel further discloses that the device may comprise 
anchors (element 95; column 7, lines 13-17). 

Claim Rejections - 35 USC § 103 

4. Claims 5, 16, 17, and 26 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Miesel in view of Sun (US Patent 6122536). 

Regarding claim 5, Miesel discloses all the elements of the disclosed invention, 
as described above, except for the system being used to sense oxygenation. Miesel 
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further discloses that the sensors disclosed in the preferred embodiment may be 
supplemented by or replaced by alternate sensors, such as those capable of sensing 
oximetry or partial pressure of oxygen (column 5, lines 10-13 and 19-22). Sun teaches a 
similar implantable sensing system that may be used to sense oxygenation (column 1, 
lines 15-17), since it is well known in the art to use an implantable sensor to monitor 
tissue oxygenation. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have made the system of Miesel with sensors for 
sensing oxygenation, as taught by Sun, since it is well known in the art to use 
implantable sensors to monitor tissue oxygenation. 

Regarding claim 16, Miesel discloses all the elements of the disclosed invention, 
as described above, except for the system comprising a third sensing system 
configured to sense a physiological property of tissue proximate to the housing that is 
different from the property sensed by the first two sensors. Sun teaches an implantable 
sensing system comprising a plurality of sensors, where one sensor may be configured 
to sense a physiological property of tissue proximate to the system different that a 
physical property sensed by the other sensors (column 11, lines 14-21), in order to 
provide a more complete view of a patient's condition. It would have been obvious to 
one of ordinary skill in the art at the time the invention was made to have made the 
system of Miesel with a third sensor configured to sense a different tissue property, as 
taught by Sun, in order to provide a more complete view of the patient's condition. 

Regarding claim 17, Miesel discloses all the elements of the disclosed invention, 
as described above, except for the sensing systems being located behind optically 
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transparent material. Sun teaches an implantable sensing system with similar sensors 
that are located behind optically transparent material (elements 46, 48, 50; column 1 1 , 
lines 14-15 and 17-19), in order to protect the sensors while still allowing accurate 
sensing to occur. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have made the system of Miesel with the sensors 
behind optically transparent material, as taught by Sun, in order to protect the sensors 
while still allowing accurate sensing. 

Regarding claim 26, Miesel disclose all the elements of the current invention, as 
described above, except for the sensing systems including optical fibers. Sun teaches 
an implantable sensing system using optical fibers to connect to a plurality of sensors 
(column 1 1 , lines 54-56), in order to provide accurate signal transmission. It would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
have made the system of Miesel with optical fibers, as taught by Sun, to provide 
accurate signal transmission. 

5. Claims 20, 22 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Miesel in view of Gord (US Patent 5999848). 

Regarding Claim 20, Miesel discloses all the elements of the current invention, 
as applied to Claim 1 , except for the system including an antenna for receiving power. 

Gord further teaches that the device may receive power signals (column 5, lines 
34-36) in order to provide power for operation. 
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It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the system of Miesel with the power receiving 
capability of Gord, in order to provide power for operation. 

Regarding Claim 22, Miesel discloses all the elements of the current invention, 
as applied to Claim 1 , except for the system including an antenna for receiving signals. 

Gord further teaches that the device may receive signals (column 5, lines 34-36) 
in order to control or modify operation of the device. 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to have made the system of Miesel with the signal receiving 
capability of Gord, in order to control or modify operation of the system. 

6. Claims 19, 24, 25, 59-61 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Miesel in view of Hines (US Patent 6582365). 

Regarding Claim 19, Miesel discloses all the elements of the current invention, 
as applied to Claim 1, except for the processing system being located outside the 
patient. Hines further teaches that the system includes a signal processing system 
(column 2, lines 52-54) that is located outside a patient (Figure 1), so that gathered data 
may be stored and processed for future reference. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to have made the system of 
Miesel with an external signal processing system, as taught by Hines, so that gathered 
data may be stored and processed for future reference. 
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Regarding Claim 24, Miesel discloses all the elements of the current invention, 
as applied to Claim 1 , except for the system including a display configured to show 
information gathered by the sensing systems. Hines further teaches that the system 
includes a display that is used to show the gathered physiological data (column 2, lines 
52-54), in order to allow medical professionals to examine the results of the gathered 
physiological data. It would have been obvious to one of ordinary skill in the art at the 
time the invention was made to have made the system of Miesel with the display of 
Hines, in order to allow medical professionals to examine the results of the gathered 
physiological data. 

Regarding Claim 25, Miesel discloses all the elements of the current invention, 
as applied to Claim 1 , except for the system including a display configured to show data 
corresponding to the difference between the signals gathered from the two sensing 
systems. Miesel further discloses that the system may be configured to calculate the 
difference between the first and second sensors (column 10, lines 31-40). Hines 
teaches that the system includes a display that is used to show gathered physiological 
data (column 2, lines 52-54), in order to give an indication of a patient's condition. It 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to have made the system of Miesel with the display of Hines used to show data 
corresponding to the difference between the signals gathered by the sensing systems, 
in order to give an indication of a patient's condition. 



Allowable Subject Matter 
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7. The following is a statement of reasons for the indication of allowable subject 
matter: 

The prior art of record fails to anticipate or make obvious the methods of claims 
62, 68, and 70, including, inter-alia, positioning an icon on a display to show the position 
of a sensing device within a body when receiving information from a device having two 
sensing systems. 

8. Claim 75 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

The prior art of record fails to anticipate or make obvious the structure of claim 
75, including, inter-alia, including a display that is configured to depict an icon 
representing a device on the display relative to a depiction of the tissue to indicate the 
position of a device within a body when sensing using an implantable sensor having two 
sensing systems. 

Conclusion 

9. This is a request for continued examination. All claims are drawn to the same 
invention claimed in the earlier application and could have been finally rejected on the 
grounds and art of record in the next Office action if they had been entered in the earlier 
application. Accordingly, THIS ACTION IS MADE FINAL even though it is a first action 
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in this case. See MPEP § 706.07(b). Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .1 36(a) will be calculated from the mailing date of 
the advisory action. In no, however, event will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen E. Toth whose telephone number is 571-272- 
6824. The examiner can normally be reached on Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on 571-272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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